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IN CLERK'S OFFIC
U.8. DISTRICT COURT E.ED.N.Y.

*  JUNO5 204 &

UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF NEW YORK- LONG ISLAND OFFICE

. UNI'I‘EDSTATESOFAMERICA, NC ILED CV 14 3549

S OFF
) U S DlSTRlCT COURT ‘
: Platntlfﬂ o u&' CIVIL ACTION NO
Ve e B CONSENT DECREE FOR.

| "-MIRAHEAL'IHPRODUC'I‘S LtﬁNG lSLAND CiF T

a corporation, etal., ‘ E |
| °‘; R 3—- BIANCO J
—————-M 2nts > BROWN, M.J.

Plamnff the Umted States of Amenca, by and through xts unders:gned counsel, having

'ﬁled a Complamt For Permanent II'I_] unctlon (the “Complamt”) agamst era Health Products
' Ltd 3 corporatlon, and Mlchael S Ragno and Michael S. Ragno, I, lndmduals (collectively,
: "Defendants”) and Defendante hevmg appeared and consented to entry of this Decree without
contest, without adm:ttlng or dengmg the allegatlons of the Complamt and before any testtmony
| has been taken, and the Umted States of Amernea havmg consented to this Decree,
IT IS HEREBY ORDERED ADIUDGED AND DBCREED as follows:
“1.‘ y Thls Conrt has Jurlsdlctnon over the sub_;ect matter and all parl:xes to this action, -
2.‘ : The Complamt states a cause of action agamst Defendants under the Federal
. Food Drug, and Cosmetic Aet, 21 U S C. §§ 301 ef seq (the “Act") ]
3. - The Complamt alleges that Defendants wolate 21 US.C. § 331(a), by mtroduemg
or dellvermg for introduction, and causmg to be mn-odueed or dehvered for mtroduenon into’
mterstate eommeree articles of‘ drugs that are mlsbranded w:thm the meaning of 21 1.S.C.
§ 352(f)(1) in that their labeling fails to bear adequate direetzons for use.
4, The'Coniplatnt alleges thet'DefentIants'violate 217 U.S.C. § 331(K), by causing

, drugs that Defendants hotd:for‘_eele'a:l’ter‘ézhiprnent in interstate commerce to oecome misbranded
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within the meaning of 21 U.S.C. § 352(f)(1) in that their labeling fails to bear adequate directions
for use,
| 5.  The Complamt alleges that Defendants wolate 21 US.C. § 331(a) by introducing
."or delwermg, or causing to be mu'oduced or dehvered into mterstate commerce dietary
N supplements as defined by 21 U s. c § 321(&), that s ate adu!terated wrthm the meaning of 21

USs.C § 342(3)( Din tbat they hEVe been prepared, packed, and held under condltlons thatdo -

not meet current good manufacturing practice regulations for distary supplements (“Dietary
Supplement CGMP”). 21 C.E.R. Part L 11.

6. The Complaint alleges that Defendants violate 21 US.C. § 331(k) by causing
dietary supplements that Defenidants hold for sale after shipment in interstate commerce to -
‘become adulterated within the meaning of 21 US.C. § 342(3)( ). |

7. . Upon en‘try of thls Decnee, Defendants rcpresent to the Court that they are not

~ directly or indirectly engaged in manufacturing, processing, packing, labeling, holding, or
distributing any dictary supplem'eﬁt, any product labelod as such, or any drug. IfDefendaﬁLs
later intend to resume operations at 65 E, Carmans Road, Farmingdale, New York 11735, or any
other Iocatioﬁ, Defendants must first notify FDA in wﬁtin‘g at least sixty (60) business déys in
advance of resuming operations and must comply with paragraphs 8(A)-(G) and 8(I) of this
Decree. This notice shall identify thé.'type(s) of dietary supplements Defendants intend to
manufacture, process, pack, label, hold and/or distribute, and the facility in which Defendants
intend to resume operatiéns. Defendants shalt not resume operatibris'until FDA hasr first
'inspectéd Defendants’ facility and operations pursuant to pa'régraph S(H), Defendants have paid

the costs of such inspection(s) pursuant to paragraph 8(E), and Defendants have received written



Case 2:14-cv-03549-JFB-GRB Document 3 Filed 06/24/14 Page 3 of 19 PagelD #: 34
Cose 2:14-cv-03549-lJFB—GRB‘ Document 1-1 Filed 06/05/14 Page 3 of 19 PagelD #: 11

| notice from FDA, as required by paragraph 8()), and then Defendants shall resume such dietary
supplement operations only to the extent authorized in FDA’s written notice. |
- 8. Upon emry of th:s Decree, Defendants and each and all of thelr directors, officers,
agents, representatives, employees, attorneys, successors and ass;gns, and any and all persons or
) entmes in actwe concert or pamclpatlon wnth any of them who have recewed actual notlce of
tlus Decree by personal service or otherwise are permanently restramed and en_]omed under
21 U.S.C. §'332(a), and the inherent equitable authoﬁ'ty of this Court, from directly or indirectly
manufacturi‘og, processing, packing, labeling, holding; or distributing any dictary supplement,
any product labeled as such; or any drug at or from 65 E. Camians Road, Farmingdale, New
York 11735 (the “facility™), or at or form any other location(s) at which Defendants, now or in
 the future, dil'ecﬂy or inditectly mendfaeuire, prepare, ‘beoe‘ss, p‘acka'ge,- pack, label hold; and/or
distribute dictary mpp!ements, any product labeled as sueh, of any drug unless and until: |
A Defendants have removed all ela:ms ﬁ'om their product labels labelmg,
" websltes owned or controlled by Det‘endants, and in any other medla that cause that product to be
a drug wnthm the meanmg of the Act '

B. Defendants retain, at Defendants” expens‘e,-an independent person or |
persons (the “Labeling Expert”), who is without personal, financial (other than the consulting
agreement between the perties), or familial ties to Deféndants and their families or affiliates, who

| by reason of background expenenoe, edueatlon. and training is quallﬁed to assess Defendants’

| eomphance w1th the Act, to revnew the clalms Defendants make for each of their products on all

- labels, labelmg, and any mtemet websltes owned or comrolled by Defendants Defendants shail
notlfy FDA in writing of the identlty and qualifications of the Labelmg Expert as soon as they

retam such expert. At the conclusion of thee Labeling Expert’s review, the Labelmg Expert shali
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- prepare a wntten report analyzing whether Defendanoz are operutmg in eornplmnee with the Act
and in partleular, certnfy whether Defendants have removed all elaims from cach ofthelr product -
N labels Iabellng, websites oWned or eontrolled by Defendants and in any other media that cause
_ S .7 any of Defendants' products to be drugs wrthm the meanmg of the Aet, 21 US.C. § 321(g) The‘, :
o report shall melude the speelﬁe results of the Labelmg Expert s revrew, meludmg references to |
| product names and regulatrons eddressed in the process of conduetmg the review. The report
shall also include copies of all matenals reviewed by the Labelmg Expert. The Labeling Expert
shall submit this report eoneur'rentl'y to Defendants and FDA. no later than ten (10) business days
after eompIetmg this review; . | 7
_ 7 " C. Defendants retmn, at Defendsnts' expense, an mdependent person or
'7 " " 'pensons (the “D;etary Supplement CGMP Expert”), who |s wrthout any personal or finanenal tles- .
- 7' (other than the retentron ngreement) to Defendants and/or thelr fa.mr!ies, and who, by reason of
b background, trammg, edueation, or experienee, is quahﬁed to lnspeet Defendants’ facility to
" determine whether the fnellnty. methods, processes, end eontrols are operated and admrmstered in
: eonfonmty w1th Dnetary Supplement CGMP 21 c. F R. Part 1 11 Defendants shall notlfy FDA '

in wrttmg ‘of the 1dent1ty and quallfieatlons of the Dletary Supplement CGMP Expert as soon as

| . they retain sueh expert _ ' o
D. = The Dletsry Supplement CGMP Expert performs a eomprehenswe

' inspection of Defendants faelhty and the methods and eontrols u'sed to manut'acture prepare,'
7 paek, !abel and hold d:etary supplements end cemﬁes in wrttlng to FDA (1) that he or she has
- inspected Defendnnts’ faelllty, methods proeesses, and oontrols, and (2) whether Defendants’ |
perattons are, in the D:etary Supplement CGMP Expert’s opmron. eompliant with thls Deeree.

~ the Act, a.nd its tmplementmg regulatlons “The D:etary Supplement CGMP Expert s report of
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the inspection; which shall be suBmitted to FDA, shall include, but not ne limited to, a
detemlina'tion of \uhether Defendants have met'hods,‘l puoccsses and- conﬁ'ols to ensuue that they'
_ (1) Mamtaln, clean, and samtlze, as necessary, all cquipment, utensils,
and other contact surfaces used to manufacture, paclcage, label or hold eomponents or dietary
_ supp[ements as requn'ed by 21 C F R § lI] 27(d), . '}.__,7 _‘ . S |
_ | ' (2')' o Conduct at Ieast oite aporoprlate test or exammatmn to venfy ttie
1dentxty of every component that isa dletary ingredient bef‘ore usmg such components as
required by 21 C.F.R. § 111 75(a)(1)(1), .

(3)  Confirm the identity of every component that is not a dietary
ingredient and determine whether applicable component speeiﬁcations are met before using such
components, as required by 21 CER. §111.75@@ -+ = o

7 . '(4') " Venfy that finished batches of d:etary supplements meet product :
e "speclf cations for :dentlty, punty, strength, and eomposmon, as requlred by 21 C.F.R.

§ 111 75(c) _ _
s =z (5) _ Include in'the batch productmn records compleﬁe mermatlon

're[atmgto the productlon and coritrol of each baich; s required by 21 CF.R. § 111.255(b).

Pursuant to 21 C.F.R. § 111.260, such information mcludes -

: (i) - The umque identifier assigned to each component

: packagmg, and labe! used (21 CF.R. § 111.260(d)); .-

(u) The 1dent|ty and welght or measure of cach component

used (21 CFR,§ 111260(e)), _ g
(i) . A statement of thie actual yield and a statemerit of the

uercentage of theoretical yield at eupfopriate phases of prdci::;éing (21 CF.R. § 111.260(f));
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o _ (1v) Doeumentatlon, at the time of performance, of packaging
and labeling operations, mcluding the unique tdel‘ltlf er assngned to packagmg and labels used (21
CE.R.§111 260(1:)(1)), o '
o ( ) Documentatmn, at the time of perfonnence, of paekagmg
and labelmg opemtlons, meludmg an actual representatlve label or a’ cmss~reference to the
g phys:cal locatmn of the acmal or representatWe label speclﬁed in the miaster manufactunng
 record 21 C.ER. § 11 I.260(k)(2)),_ -
| (vi) Documentatlon,'dtltl:ie time of performance, that duality :
: control persorine} approved and released, or re_)ected the batch for distribution (21 CF.R

§111 260(1)(3)), _ 7 _ _ |
‘ t6)' a Mamtam batch prbduetlon"reédfdé'so that Sucll recor‘dsraecur'a'telyl
follow the appropriate master manufacturmg record and demonslrate that éach step of the batch
produetson record is performed as required by 21 C.F.R. § lll 255(0),
_ | (7) Hold componenw, dletary supplements, packagmg, and !abels |
"' under eondmons that do not lead to tbe mlx-up, eontammutlon, or deterlorauon of components )
: dletary supplements packagmg, and labels, as requu'ed by 21 C. F R. § 111 455(0), '
7 (8) Conduct all requn'ed materml reviews and make all requu'ed
 disposition decisions, as reqmred by 21 CER. § 111.113(@); and ‘
(9)  Use equipment and utensils that are of ap-propﬁaie design,
: constructlon, and workmanshtp to eriable them to be sulteble for then‘ intended t use and to be

. adequately cleaned and properly mamtamed as requtted by 21 C.ER. §111.27(a);
E. Defendants recail and destroy, under FDA's supervision, all unexpired-

- drugs and dietary supplements manufaetured pmeessed, packed labeled held and/or distributed -
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during the time period beginning August 1, 2010 through and including the date of entry of this
Dééree. Defendants shall bear the costs of destruction and the costs of FDA’s supervision.
Defendants shall riot drspose of any such pnoducts in a manner eontrary to the provisions of the
| Act, my other federal law, or the laws or any Stahe or Terr:tory, as def‘ ned m the Act, in'which
theproduetsaredmposed | : ' o B
o _ F. | Should the Labelmg Expert or Dletary Supplement CGMP Expert _
(eellee't'ively, “Experts”) identify any deficiencies in their teports as described in paragraphs 8(B)
and 8(D):
1y Det‘endants shall report to FDA and the Experts in writing the
aetxons they have taken to correct such deficiencies; and o
@ ‘I'he Experts shall certxfy in wntmg to FDA whether, based upon
' 'the Experts further feview and/or mspeetlons(s), Defendants‘ facrhty and thelr methods,
proeesses, and coutrols used to manufaeture, process, prepare, pack label, held, or dlstnbute .
thelr dietary Supplements (and all produets labeled as such) and drugs appear to be in comphance :
with the Act, its unplementmg regulations, and tlus Dectee, and whether Defendants have
removed all claims from each of their product labels, labeling, websites owned or controlled by

Defendants, and in any other miedia that cause any of Defendants’ products to be drugs within

*themeenmgoftheAc!; o ‘
G Defendants certify in wntmg fo FDA that fione of their products mtended

o for human use, meludmg, but not limited to, bedybualdmg, sexual enhaneernent, and/or werght-

losa products, eontain Active Phtmnaeeutrcal Ingredrents stero:ds, or sterord analogs;
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' H . FDA representatives inspect Defendants’ facility to determine whether the
reqmrements of this Decrec have been met and whcthcr Defendants are operating in confonmty
with this Decree, the Act, and its unplementmg regulatlons, and
I Defendants have rc:mbursed FDA for thc costs of all FDA :nspcctlons,
investigations, Suﬁemsnon. analyses, exammgtmns-, and_ rev_news that FDA ‘deems necessa:y m
evaluate Defendants’ compliance with paragraph .8', at the rat:és set forth m pa.ra‘grabﬁ 15 below;
L. FDA notifies Defendants in writing that they appear to be in compliance
with the requirements set forth in paragraphs 8(A)-(G) and (I) of this Decree. In no circumstance
shall FDA’s silerice be const;'ued asa substitute for written notification.
Nothing in this paragraph shall prevent the individual Defendants from seeking and/or
‘obtaining cmployment at retail stores that sell dxctary supplemcnts, provided thc mdwndual
Defendants have no ownership interest in such retail stores or the dietary supplemenm sold
therein. - ‘ _
9. Withi ten (10) business days after the entey of this Decrec, Défendants, under -
- FDA’s supervision, shall destroy all dietary supplements, all jjroducis labeled as such, and all
' d;'iigs, includiné @mbonenfs of sﬁch art'icl'ﬁs,-tha.-t are iﬁ D&féﬁdants' possession, custody, or
control as of the date of entry of this Decree. Defendants shall bear the costs of destruction and
the costs of FDA’s supervision. Defendants shall not dispose of any such products in a manner
contrary to the provisions of the Act, any other federal law, or the laws or any State or Territory,
as defined in the Act, in which the pmduct.s are dlSposed 7 '
10. Upon resummg operanons after complymg Wlth the requirements of pmgraph 8
B ahd receiving FDA’s written notification pursuant to paragraph &M, Deferidants shall retain an

" independent person ot persons whio shall meet the criteria described in paragraph 8(B) to conduct
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eudit inspections of Defendants” facility no less frequently than once every six ©) months fora .
‘ penod of no less than five (5) years (hercmaﬁ:er the “Audltor”) The first aud[t shall occur not

- more than six months aﬁer Defendants have recerved FDA’s wntten not:ﬁcatlon pursuant to

B . paragraph S(J) lf Defendants"choose, I:he Aud:tor may be the same person or pemons retamed as
' p ' ved in 7 .\gmphssca)(m

k A At the conclusmn of each audlt mspectlon, the Audltor shall prepare a

| detmled written audit report (“Alldlt Report”) analyzmg whether Defendants are in eomphance
" with this Decree, the Act, and its implementing tegulatlons, and ldentlt'ymg any dev:anons from
such requirements (“Audit Report Observations”).
7 . B Escll:Audit Repor’trs'h'all contain a Writt‘et'l certiﬁcttion that the Auditor:
B ; | (a) has personally rev:ewed ell of Defendants’ product Iabe]s, labelmg, and websnes, end
. (b) personally certiﬁes whether the produet lnbels labelmg, and mtemet webmtes do not make
B ..i elalms that cause Defendants products to be drugs w1th1n the meaning of the Act..
. 'C._ _ As a part of every Audlt Report, the Audltor shall assess the adequacy of .
corrective actlons taken by Defendants o eorrect ell prevzous Audxt Report Observatlons The
' -Audlt Reports shall be dellvered contemporaneously to Defendants and FDA by courier service
. or overmght dehvery servxce, no later than ten (IO) busmees days after the date the Audlt
L Inspectmn is eompleted In edchtmn, Defendants shiall mamtam the Aud:t Reports in séparate
' ﬁles at Defmdants faelhty and shiall promptly make the Audlt Reports av:ulable to FDA upon
D. If a.n K'utlit‘ Report eontams any ol)servetionsf indioeting the.t Defenda'nts’
dietary supplements, products labeled as such, andlor drugs are not in comphanee with tlns

. Decree, the Act, or its 1mplementmg regulatnons,Defendants shall wtthm ﬁfteen (15) business
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- ,:' days of reeelpt of the Audtt Report correct those observatlons unless FDA notlﬁes Defendants -

. that a shorter t _ei penod ls necessary If aﬁer recewmg the Aud:t Report Defendants beheve

o that eorrect:on of the deviatlons w1lI take longer than ﬁﬁeen ( lS) bthmess days. Defmdants

- shall wntlun ten (10) businoss,days of recelpt of the Audit Report, subfmt to FDA m wnting a

e 6o strued as‘a ubstitute t‘or wntten ,' '

= . "'lapproval Defendants-shall comp]ete aIl correctlons aocordtng to the approved'Audxt Coneeuan
e chedule. Immedlately upon correcnon, Defendants shall submlt doeumentat:on of thelr |
| _:oorrect:ons to the Audltor Withm tWenty (20) busmess days of the Audttor s rece:pt of
" Det‘endants documontxtlon ofcorreetlons, unless FDA nottt‘ es Defendants that a shorter tlme
" penod is necessary, or w1thm the time penod provxded ina correctwn schedule approved by
FDA the Audntor shall revxew the actxons taken by Defendants to correot the Audlt Report 7' o

B Observatlons Wlthm ﬁve (5) busmess days of begmmng that.rev:ew, the AudltOl‘ shall report m o

bsery ations has been corrected and, tfnot,

Upon entry of tlus Decree Defendants, and all of theu' dlrectors, ofﬁeers, agents,

. representatlves employees, attOmeys, sucoessors and ass:gns, and any and all persons oF ent:tles
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- A ' Vlolatmg 21 U S C. § 33 l(a) by mtrOducmg or dehvenng, or causmg to
o . be ml:mdueed or dehvered,- 'nto mterstate eommeree drugs that are mtsbra.nded w1thin ﬁ;e

':‘2lusc §352(n(1), - - R
. - 'C._ | Vlolatmg 21 U S C § 331(a) by mtmducmg or dehvermg, or eausrné to
‘be mtrodueed or dehvered, mto mterstate commerce feod (dietary supplements) that is |
7 'w_adulterated withm the meaning of 21 U S C § 342(3)(1), and | ' . ' . V‘
' hg 21 u. s c § 33 l(k), by causmg food (dletary supplements) tat

LD Ve

" -“-V'Defendants hold for sale.'aﬁer shipment m mterslete commerce to become adulterated wrthm the
meamngonlUSC§342(g)(1) B T
120 If at any tlme’ aﬂer this Deeree has been enteled FDA determmes, based on the |
results of an mspeetxon, a revlew of Defendants produets, product labels labelmg, or webmtes
) ' owned or con!rolled by Defendants a report prepared by Defendants‘ Experts or the Audttor or .

f"any other mfoxmatmn that Defendants have failed to comply with any prov:smn of thls Decree,

: have v:olated the Act or 1ts lmplementmg regulations, of that addmonal eoneettve acnons are
necessary to ach € com : . \ ! tAct, applieable rGgu[atmns, arld/or th!s Decree FDA .
B may, as nnd When lt -deems'neeessary, nottfy Defendants m wrrtmg of the noneomphance end |
- - order Defendants to take eppreprmte eorrectwe actton, mcludmg, but not hmlted to ordenng

L Defendants to 1mmed1ately take ene or more of the following actlons .

: A . Cease manufactunng, processmg, paekmg, labelmg, holdlng. andlor

o 7- .‘:'-, dlstributmg any or ali' d "ltarylsupplements all products labeled as such, and/or all drugs,
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'B. | _ Reeall at Defendants' expense, any dletary suppIement, any product
n labeled as such andfor any drug that in F DA’s judgment 1s adutterated, mlsbnmded or otherwrse :
in vxo[atron of thls Decree, the Act, or tts lmplementmg regulatlons,
, c. Revrse, mod:fy, expand, or contmue to submat any reports or plans
",l_preparedpmsuanttothtsDecree | - _. B : | '
D. Subrmt addttrorlal reports ot mformatton to FDA as requested
) E. Issue a safety alert and!or -

F. Take any other corrective actions as FDA, in its.diseretibn. deéms
necessary to bring ﬁefendants into t:empliehce with this Decree, the Act, or its implementing
regulatlons | _ ._ .

_ Thls remedy shall be separate and apart ﬁ'om, and in addltlon to, any other remedy
: ava:lable to the Umted States under this Decree or mder the law o
| 3 Upon recerpt of any order lssued by FDA pursuant to paragraph 12 Dcfendants
o shall unmedxately and fully comply wrth the tenns of the order‘ Any cessatlon ofoperations or
other actxon descnbed in paragraph 12 shall continiue untll Defendants recewe written '
notification from FDA that Defendants appear to be in 'eomphance with thls Decree, the Act, and
its implementing regulations, and that Defendants may resume OperetiOns The cost of FDA
mspectlons, samplmg, testlng, u'avel tiime, and subslstence expenses o lmplement the remedies
_ set forth in paragraph 12 shall be bome by Defendsnts at the rates specrﬁed in paragmph 15.
N B 4 Representatlves of FDA shall be penmtted wn:hout pnor nottee and as ‘anid when :
- .FDA deerns neeeesary, to mspeet Defendants' p!aces of busmess and thhout pnor nottee, take
" any other measures neeessary to momtor and ensure oontmumg comphance with the terms of this

Decree Dunng mspecnons, FDA representatwes shall be permmed to: have 1mmed1ate access

T
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10 bunldmgs, equtpment, raw mgredtents, m-process materlals, fi mshed products, contamers, ,
packaging matenal labeling. and other matenal therem, take photographs and make video .
reeordings, take samPles of Defendants’ raw mgredtents, m—proeess matermls, f‘mshed products
contamers, packagmg matenal tabelmg, and other material‘ and examme and copy all records
relatmg to the manufacture, processmg, paeking, lahelmg, holdmg, and dlstnbutron of any and
all dletary supplements and their eomptments The mspections shall be permttted upon
presentatton of a copy of this Deeree and appmpnate credentials. The mspeetlon authority
granted by th:s Deeree is Seperate ﬁ'om and in addttton to, the authorlty o make inspections .
undertheAct,21USC §374. I |
i 1 Defendants shall reitmburss FDA for the costs of ll FDA inspections,
‘ mvesttgattons, SupctVlSlon, analyses, cxammations. and revnews that FDA deems necessary to
‘ evaluate Defendants comphance with any part of thts Decree at the standard rates prevallmg at
- the time the eosts are mcurred As of the date of entry of this Decrce, these rates are: $87. 57 per
hour or fraetton thereof per representatwe for mspectlon and mvestlgatlve work $104 96 per
hour or fractlon thereof per representatwe for analyttcal or rev:ew work $0 565 per m:le for
travel expenses by automobtle, govemment rate or the equivalent for travel by airorother
means; and the pubhshed governiment per dtem rato for subststence expenses where necessary.
In the event that the standard rates applicable to FDA supervision of eourt-ordered cOmphanee
arc modified, these rates shall be increased or decreased without further order of the Court.
16. Wi‘thi‘hten (10) bueiness'days after*the- date of Defeod'a'nts.’- 'no‘tiee td FDA as
g desonbed in paragraph 7, Defendents shall post a copy of this Decree in'a comtion area at
' Defendants' faelhty and et eny other Iocatlon at whleh Defendnnts eonduet busmess and shall

ensure that the Decree remams posted foras long as the Decree remams in- effect

. i]‘3-_ :
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17. - Within ten (10) business days after the entry of this Decree, Defendants shall
provide a copy of the Decree by personal service or certified mail (return receipt requested) io
each and all of their directors, officers, agents, mpresentatlves employees, attomeys, successors
and a831gns, and any and all persons or entities in active concert ot partlclpauon wu.h any of them -
(“Assoolated Pcrsons”) Wlthin twenty (20) busnnégé days aﬁer the date of cntry of this Decree,
Defbndants shn!l provnde to FDA an afﬁdavnt statmg the fact and manner of their compllance |
with this paragraph, identifying the names, addresses, and positions of all persons who have
received a copy of this Decree.

18.  Inthe event that any of the Defendants becomes associated with any additional
Associated Person(s) at any time after entry of this Decree, Defendants shall within ten (10) -
business days after the commencemet of such association:- (a) provide a copy of this Decree, by
personal service of certificd mail (réé&icted dﬁli\‘rery, return receipt requested), to such
Associated Pefsén(s); and (b) provide to FDA an affidavit stating the fact and manner of
comipliance with this paragraph, 1dent|fy1ng the names, addresses, and posmons of all Associated -
Persons who received a copy of this Decree pursuant to this paragraph.

15,  Defendants shall notify FDA in writing at least fifteen (15) business days before -
any change in ownership, name, or character of their business that occurs after entry of this
Decree, including an incofporation, reorganization, creation of a subsidiary, relocation,
dissolution, bankruptcy, assignment, sale, or any other change in the structure or identity of Mira
Health Products [.td or the sale or a.ssignment of any busmch assets such as hulldmgs,

: equxpment or mventory that may affect obligations arlsmg out of this Decree. Defendants shall
provide a copy of this Decree to any prospective successor or assign at least twenty (20) business

days prior to any sale or assignment, Defendants shalt furnish FDA with an affidavit of

14
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. compliance with this paragraph no later than ten (10) business days prior to such assignment or
| ctiar'i‘ge in ownershio.

20, - All notifications, correspondence, and communications to FDA requnred by the
terms of this Decree shall be addressed to the District Director, New York District Office, 158-
15 Liberty Avenue, Jamaica, New York, I 1433 . '

21.  Should Deferidants fail to eomply with any provision of this becme, the Act, or
its implementing régulaﬁous; incliding any time frame imposed by this Decree, then Defendants
shall pay to the United States of America: five thousand dollars ($5,000) in liquidated damages
for each day such violation continiues; an additional sum of one thousand five hundred dollars
($1,500) in liquidated damages per day, per violation for each violation of this Decree, the Act,
and/or its implemettting regulqtiohsl;-eﬁd'a‘ri edoitional sum in liquidated damages equal to twice
the retail value of any distributed-dietary supplements that are n&ultereted or otherwise in
violation of thls Decree, the Act, or its implementing regulat:ons The rcmedy in this paragraph
shall be in addition to any other remed:es available to the Umted States under this Decree, any
other Decrés to whxch Deferdants are subject, of the law. | :

22, Should the Umted States brmg and prevall ina contempt action to enforce the
terms of this Decree, Defendants shall, in addition to other remedies, reimburse the United States
fot its attorneys’ fees (including overhead), investigational and analytical expenses, expert
witness fees, and court costs relatmg to such contempt proceedings.
| 13. '. Defendants shall ablcle by the declsnons of FDA and FDA’s declstons shall be.
final. All deolslons oonferred upon FDA in this Decree shall bo vested inF DA's d:scrctucm and,
if contésted; shali be reviewed by this Court under the arbitrary and caprlclous standard set forth

in 5 U.S.C. 3 706(2)(A). Review by the Court of any FDA dec:snon rendered pursuant to this

15
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Decree shall be based exclusively on the written record before FDA at the time the decision was

made. No discovery shall be taken by cither party-
24, No sooner than five (5) years after sat:sfymg the obllgatxons of paragraphs 8(A)-

| (G) and (I) and recelvmg wntten notlfication fron'l FDA pursuant to paragraph 8(J) of th:s

| Decrce, Defcndants may petltlon thls Court for an order fo dlsso!ve thls Decree If Defendants
tiave mamtamed to FDA's satlsfactwn, a state of continuous comphance wuth this Decree, the
Act, and all applicable regulations during the five (5) years preceding Defendarits’ petition, the

United States will not oppose such petition.
25.  This Court retains jurisdiction over this action and the parties thereto for the

pufpoSe of enforcing and modifying this Decree and for the purpose of granting such additional

relief s may Eé necessary or appropriate. .

SO ORDERED, mis’afﬂ‘}ayof JUIM, | 014, ‘ (

-

W#ATES DISTRICT JULnsE
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Entry consented to:

For Defendants , For Plaintiff

VICRARL & RAGé o LORETTA E. LYNCH
Individually and on behalf of United States Attorney
Mira Hes!th Products Ltd,, as its Owner

and Chief Executive Officer

[ATTORNEY NAME}
Individually and on bchaif of Assistant United States Attorney
Mira Health Products Ltd,, &5 its

Quality Assurancc/Quahty Control

Manager ‘ '

MELANIE T. SINGH

CHARD

Collins, McDonald & Gann, P.C. Triel Attorney
Attorney for Defendants Consumer Protection Branch
Department of Justice

Civil Division
Washington, D.C. 20044

OF COUNSEL:

WILLIAM B. SCHULTZ
General Counsel

ELIZABETH H. DICKINSON
. Chief Counsel
Food and Drug Division

ANNAMARIE KEMPIC
Deputy Chief Counsel for Litigation
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MICHAEL S. RAGNO

Individually and on behalf of

Mira Health Products Ltd., as its Owner
and Chief Executive Officer

MICHAEL S. RAGNO, JR.
Individually and on behalf of

Mira Health Products Ltd., as its
Quality Assurance/Quality Control
Manager

RICHARD D. COLLINS
Collins, McDonald & Gann, P.C.
Attorney for Defendants
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For Plaintiff

LORETTAE. LYNCH
United States Attorney
Eastern District of New York

THOMAS A. McFARLAND
Assistant United States Attorney
610 Federal Plaza, 5™ Floor

Central Islip, New York 11722

MELANIE T. SINGH

Trial Attomney

Consumer Protection Branch
Department of Justice

Civil Division

Washington, D.C. 20044

OF COUNSEL:

WILLIAM B. SCHULTZ
Genera! Counsel

ELIZABETH H. DICKINSON
Chief Counsel
Food and Drug Division

ANNAMARIE KEMPIC
Deputy Chief Counsel for Litigation
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CHRISTOPHER A, FANELLI

Assistant Chief Counsel for Enforcement

United States Department of Health and
Human Services

Office of the General Counsel

Food and Drug Adwministration

10903 New Hampshire Avenue

WO 31-4581

Silver Spring, MD 20993

301-796-8559



